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In July 2016, Congress enacted.. 114216(2016 Ac),
comprehensive legislatn to govern the labeling of bioengineered
foods The 2016Act requirdtheU.S. Department of Agriculture
(USDA) to estalish the National Bioengineeréebod Disclosure

Standardthe Standar)l The Standardegulatedabeling of EE;: ?:Ej %2‘23 foliu\,:;ﬁ)ort'
bioengineered foods, a term defined in20&6 Act The act does not yww.crs.gov

address odefine other terms that some members of the public mig...

associate with bioengineered foods, suchesetically engineerefsE), genetically modified
andgeneticdly modified organisnfGMO). The Standardjuidesthe mandatorylabelingof foodsto indicate theresencef
GE ingredientsAs such, foods meeting requirements identified ifStaedardnust bear a bioengineered disclosure.
Implementatiorbegan on January 1, 2020, and mandatory compliance begins on January 1, 2022.

The Standardrovides detailsinderthethree key issuesf applicability, disclosureoptions andadministrative provisions:

1 Applicability discusseshe definition ofbioengineredfoodand the USDAmaintained List of
Bioengineered Foodk.ist). The Standardapplies to foods¢hat are or may béerived from bioengineered
ingredients, with some exclusions and exemptitirdoes not apply to refined producssich a®ils or
sugas, that derive from GE plants but no longer contain deteatatdified deoxyribonucleic acidiNA).
Many groupsinterpretthe Standardasnot applying to foods derived frongene editing and otheew
technologies that do not use redminant DNA.The Standardexempts from disclosurfeods served in
restaurantsSome havendorsed such exclusions and exemptians others have criticizedem

9 DisclosureOptionsoutlinesacceptable disclosure options for regulated entities, as wadidisonal
optiors available fospecific entities antypes offood packags Most regulated entities maysdlose by
text, symbol (pictured above), electronic or digital liok text messagen some cases,talephone number
or websiteaddressnay be acceptahl&ome goupshavepraised the flexibility that this range of options
providesregulated entitigsvhile others haveriticized these options as confusing.

1 Administrative Provisionseviews compliance dates, recordkeeping requirements, and enforcement
mechanismswhich include audits, examinations, hearings, and release of public findhe@016 Act
providedfew enforcement mechanisms to promote compliahlee Standardestablisheiow USDA may
investigate accusations of ronmpliance antiow it maypublicly releaséts findings.

The Standard does not affect how foods derived from biotechnology are regulated for safety and approval for human
consumption. Th€oordinated Framework for Regulation of Biotechnolagpolicy the White House issued in 1986

continues to govern how federal agencies, including USDA, evaluate and approve products developed using modern
biotechnology. More generally, USDA and the U.S. Food and Drug Administration (FDA) continue to ensure that foods sold
in the United States asafe and properly labeled.

USDA”s Agricultural Marketing Service (AMS) developed th
Act, some members of the public had demandaddatorylabeling of thepresencef GE ingredients in foods,dsed on the
consumer’s right to know. Other members of the public ha
GE foods are safe to eat and concern that labeling may introduce unwarranted doubts about food safety. Before the 2016 Ac
several states had enacted GE labeling laws, creating concerns among industry and consumer groups. In response, Congress
debated this and other federal GE labeling legislat#hlabeling programs may be voluntary or mandatory and may
indicatethepresnce or absence of GE ingredients. Several volunt :
labeling requirements. Public and private programs fovohentarylabeling of foods continue to indicate thiessenceof GE

ingredients in foods. Thesnclude the NoitoMO Project and the USDA National Organic Program.

Future consideratiorfser Congressnayinclude ongoing questions comsers may have concerning whatrieans for a food
to be labeled asioengineeregdhow regulated entities will respomnal theStandard sew requirementdhiow USDA will
implement its responsibilities under tB&andardpotential market impacts as demand for GE versusGibifioods may
changeand how theStandardalignswith internationalabeling requirement£ongressnay choos¢o monitor
implementation of the ne®tandardn accordance witkts oversight responsibilities.
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The National Bioengineered Food Disclosure Standard

Introduction

Th¥®nited States has beicmgdaow aglcellalgehedder tier hdot o
applying ¢thems AFiedd elriavlie fricogsublrasveends t i cal ly engine
(GEYyod, the Flfaovrail ®B¥FAsa domtGiEoxalopfegai akd
appr b walmemsi dl y a.doTpptdeady ttolife@mtibol a, corn, cott on, s
suganbeiens the Unreeepl Snaeds WGE hf oGEd sv aprrieedtoineisn.a nt 1
commerce as procegnedi{dmepsd,s samylb efaom do iiln, corn sy
Some members seff kt ft ® pwliFidcf gresmdsvuammibnege t e ahnol ogy
have othpasceg¢gt ance.

In July 2016, P.Clo.R2gll(6lelRe® AW&)t ac ¢ gdi ring the U. S. De p
Agircul ture ( USIDNA)t itoon aels tBaiboleinsghi nae e r etdh € oo0od Discl o
St an)dawidt hi a°Thwo29d 6r Act followed decades of soc
engineering, and it marked the first time that t
of GE foods.(The 20h6 umet s&LRHQILIBRRENHOGe Itadse 2 0

Act , the United States joined mof(cODBHGILQJO count
omackage disclosure of® GE foods or food ingredi:

Th®t anplmaodi des nampadatl odsiyysacnldoashmdr efsoorf c e o f

bioengimderend foood inglddtend si st or ecsomesmsmelrlse f o
disclosures, what they mus:t I o o kT hlei kSet,a nadnadr dwh e n
provide®dUmS8nuf aicntpwmedeesrasijltehr sa voluntary complia
andnaandat ory ¢ ompllhica moa eddadcdlni n€ 6, 000 comments t
during the rulemaking process demondWSRAe signif
released theDd¢¢ alndberam2de phased implemefitation be;

1 For a history of the development of genetic engineering in agriculture and related regulatory politlatipsaet
Academies of Science, Engineering, and Medi¢M&SEM), Genetically Engineered Crops: Experiences and
Prospects2016 pp. 6596.

2The U.S. Food and Drug Administration (FDA) approved the Flavr Savr tomato, genetically engineered to stay firm
after harvest, for sale in 1994.

3 Daniel Hellerstein, Dennis \ério, and March Ribaudo (g, Agricultural Resources and Environmental Indicators,
2019 U.S. Department of Agriculture (USDA), Economic Research Service (ERS), Economic Information Bulletin no.
208, May 2019, pp. 364.

4 Gregory JaffeStraight Talk on Genetically Engineered Foods: AnsweFgeguently Asked QuestigrSenter for
Science in the Public Interest, 2015.

5P.L. 114216 Art‘Act to Reauthorize and Amend the National Sea Grant College Program é\&y &bther
Purposes, ” e naCongreds uded theyreaatiorizatidntofithee National Sea Grant College Program Act as
a legislative vehicle tenact GE labeling legislatiohe 2016 Actamended the Agricultural Marketing Act of 1946 (7
U.S.C. 8621et seq) to add theStandard as a new subtitle.

6 A disclosuremay be a discrete statement or symbol, whikbal may provide more comprehensive information

about a product. This report may uakelingas a proxy fodisclosure For a summary of ternational laws, see

Center for Food Safety ( CHhtpy/wwicenietfarfeodsafetyiogtuesd76hbfodde 1 i ng La ws
labeling/internationallabelinglaws This CFS summary may not be comprehensive.

7 USDA delegated development and implementation to the USDA Agricultural Marketing Service (AMS). In June
2017, AMS sought preliminary public input by issuing 30 questions retatibe future standard. The public
responded with more than 112,000 replies. In May 2018, AMS issued a Notice of Proposed Rulemakirgdertie
Register AMS received approximately 14,000 comments on this proposed rule.

8 USDA, “NationalF ®Bdddbdeligs mlece s whdderalRegistebb8il4, Decembes 31, 2018
(hereinafter 8Federal Registe65814, December 21, 2018). 65835The final rule adds the Standard as a new Part
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Stakeholder reactions to the final Standard have
criticized t btechofngmpmdiTthad Ortgawhi teTrade Associatio
CenteoodoBafFety -GUMPSProjbetNoandcuthtetudamsdandutfTrad
Policy (tATRPasedchtatementQ@TAwe méhd kat“dd €@l y c o mmen
disappointed in the Us S SfidDebaocMehabeoll Agonuehbé¢ta

companies to voluntarily act on their own to pro
GMO cofN€CRStdatehhe USDA has betrayed the public t
the right to knowehdFhNb6EMO Powglmme n tpietibsdtulca t

disappointed by the content of the final rule, W
Amer i”"h ARPeadt tuhmaftor t unately, the final rule fails
provisions of the draft rule and is practically
food ingredients to cof8umers while they are sho
In cohtrNatjonhal ACoe ai &trioowlkAaneNGG&A)n, Soybean As s oc
(ASA), and the Food Marketing InstGAtute (FMI) »pr
comme nh®the r’'s caorn farmers need a consistent, tra
consumers with ti mftargmattiien nvygi tilmpwr t ant , safe te:¢
pleased with the i1issuance of these rules and 1oo
day¥AS At atwefd believe that it allows transparency
int eGoon gorfess that only food that contains modifi
bioengineered under the law, with food companies
information”FMFbt ladtyhdc hrouolsee .pr owa yesoaprounsdetent
transparency regarding the foods we sell and all
to learn more about grocery prdéducts containing
This preopwirdes background infmaoalmagw:ommaweonr agricul't
pr oviosfi otnhse (1ISe laantdppgldi oabi lapgtyj, oala d cd dmiumiestrative
pr oviy;s iaonnds ¢ o npcoltuednaisi savilidt€lo a t C oThhg& SeSsHsQGLd vi d e s

definitiewdcafiddfekbtated terms used in this repor

Agricultural Bdokgrxdwmmwd ogy

People have been changing plants, animals, and o
began more thaBef®Or@0peyoypdrs pdgmted amopngand 71 ¢
and gat hgerd ntghec hgaennet i ¢ .tbmppfcthone ofdhapges eacc
with the onset of agricuwletatirempa afgadi cmtd it we alleese di n

66 of Title 7 of theCode of Federal Regulations

90 T A Positionon GMO Labeling Standard Res ponse to the National Bioengineered
press release, December 20, 2018 (hereinafter OTA, press release, December 20, 2018).

10 CFS,“Long-Awaited Final Regulations for GMO Food Labeling Leave Millions\ahe r i cans prasst he Dar k, ”
releasePecember 20, 2018 (hereinafter CFS, press release, December 20, 2018)

“NonrGMO Project, “Americans Deserve Better than the USDA’Ss
2018 (hereinafter NeGMO Project, pess release, December 20, 2018).

RZIATP, “USDA’s GMO Disclosure Rule Designed to Cover Up, Not
(hereinafter IATP, press release, December 20, 2018).

BNCGA, “NCGA Pleased by USDA 1 s sruei nSgt aBni doaerndg i Inacbeerleidn gF oRoudl eD,i”s «
December 20, 201@hereinafter NCGA, press release, December 20, 2018).

“ASA, “Soybean Growers Support USDA’>s Bioengineered Food Di:

15F M1 EMI Applauds Rule Estdishing a Single Bioengineered Food Disclosure Standdrd pr e s s rel ease, Dec
20, 2018 (hereinafter, FMI, press release, December 20, 2018).
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to tmefearmer andCoawmgsumeonnétedsradybrodakbhrrbeeceds
withhanced si,zeandrotwter treamtilSutanibciee 2ddbd npur y
labordbtadehreeding tfackheewnmgthickmlme gi fp agricultur
varieties. Igre nreetciecn th mdgdi theedker sl ,nfgor i nctdasingly sop
manipul dlthiteem®e techniques can change plants and art
breewonfgd not boeu tpdoltsesciabdbeesa o hi € v e

The public has come to recogmader plhimedtnadahndolamg yn
goetic en gliHQHMWLIFD® O PRGLILHG RUIBQLMVAV *0AM feder a
gover nxnpeenrtt se i d e IHQIHMYL FIDIOO M RE1h gl HiGEH QiH W Lt FiD20rO \

HQJLQHHUMHGsIHQHWLFD Offn\yPRiGlblnHvGE e t i ot’da h bhesdimgort
JHQHWLF HOQIJEQ@QHHULQ@I genet iecs nootdhiefri ctahtlimee ne dtinaveghnntiiqoun

Thet ashdard addre,s saetkbd efso ondo tl acbheangneg how foods deri

biotechnology are 71 egulhatmeadn fooar asna fimeatly caomds vamppt ri o
federal soV&RKUWELODWHG )UDPHZRUN IRU BHOXODWLRQ RI %|
Coordinated Framework) governs how USDA, the U. S
and the U.S. Environmeiwptpdly Rxatse¢dtnigons tAgantcey ((tBP
biotechnol®ESyDA rroedguucltiantdeesr ptlhaen tPsl ant RF D60 Ection A
et )s.eqgF DA regulates food, animal feed additives,
the Federal Fsomat i dDrAcg§3 a2hld)sW@aqghd Ct he Public Heal
Act (4232 qeltS )sCc.qEPA registers and approves the use
incorporated into plantsfetdleradghl nbiecttdachdel, o Fwu,n |

Rodenda iActd (§73aJt. 9sAeCk.ey pri foopp HdmatiewWdrelk o
regulate products according to their characteris
used to develop them.

More generally, FDA and the USDA Ani mmadavend PIl an
res pidbtnisfeicsr assuring that foods swiltdh irme stpheec tUntiot che
and agr i c ualntdu rparlo phettBIDyA hl; ae H eelays esdt aat epnoelnitc on GE f o «
1992, indicating thabsianmdtad -k sfeeo dsh eayn ddrdko no
require additional regulation or | aGtEe Ifimglsheyond

16 Modern biotechnologincludes the tools of genetic engineering, in addition to other approaches (e.g.ofusts
from different types of organisms to create new varieties)C8edex Alimentarius CommissioRyinciples for the
Risk Analysis of Foods Derived from Modern Biotechngldge CAC/GL 442003, World Health Organization and
Food and Agriculture Ompization, 2003.

7F D A Questions & Answers ofood from Genetically Engineered Plaiits J a n u a r hitps:Awww.#.gow ,
foodfood-new-plantvarietiesfiuestionsanswersood-geneticallyengineereghlants NASEM, Genetically Engineered
Crops: Experiences and Prosped@816 and Institute of Medicine and National Research CouSBailety of
GeneticallyEngineered Foods: Approaches to Assessing Unintended Health EXf&@ds

BFDA, “Clarifying Current Roles and Responsibilities Descr
Biotechnology and Developing a Loifigerm Strategy for the Regulati of the Products of Biotechnology; Public
Me e t i nFederal R8giste3302,June 26, 1986

19 For more information, se€RS In Focus IF1065Q)nderstanding Process Labels and Certification for Foods

PFDASt 4§t ement of Policy: Foods57Pederal RegisteP2084 May 20N2992. P1 ant Var i «
Through this document, FDA permitted voluntary labeling to indicate that foods have or have not derived from

genetically engineered plants aiimals. See updated draft guidance documéhi3:A, “ Gui dance for Industr
Voluntary Labeling Indicating Whether Foods Have or Have N
Regulations.goM~DA-2006D-00750017, updated March 3, 2019; and FDA{oluntary Labeling Indicating Whether

Food Has or Has Not Been Derived from Genetically Engineered Atlantic Salmon: Guidance for thdustry,
Regulations.goDA-2015D-4272 revised March 11, 2019.
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A legal decisiomoliicD2A0 G @ quphelsd ltatbied i ng of GE f
nutritional characteristGhk sf,tcdpstc dntfden GFE omatcemn
from known al,der@d2hnhikasoueckesatedhlievdlasbhedfi ntgo xis
not rreedqutiot hadGEasetatus of the food

APHI S reviews GE organisms on the basis of wheth
2019, the agency issued a proposed rule to exemp
citing 30degacres i oafgiecenwettiicg [tilyatengineering a plan
vector, vector agent, or donor does not in and o

pest.®?Thekproposed rule further agenedgdioingew C
not engage with Plant pests in any way.

Th&National Bioengineered Food
Standard

Thet anplmroedi des mnambadal odsiysacnldoashper efsoorf c e o f
bioengineered foods andlpfrooovdi di ensgdr (nd8 neunft asc tt uor ecrosn s
i mp o ratnede ¢ awiiltchrvsol unt ary commdandater pecompl nadc a
deadline

Foll cemiancgonfiehed 1 6, USDAel egated devel opment and 1 mp]
Stantdahad USDA Agricult dAMY Mdbivkd tsicmg hSwoeamwiScDeA

f odadDbeplrionggi mmsl mdndgt ory Country oft wowilgmnnakabeli
National Or NOPa atdlPa owgaPlauonct(easrsy Ver PVPAMS Program (
devel optrrantdlhmeaduwglhurl aclmasknidsgs u didnratdil @ De ce mber 2018
The fidaflkeegs ter mse npranrtiss 1 1t Ref roMAte xt b o x
beliomc ltuedremdss de Sitmadl airmd t he

Th®t andde dtUHIX@®@BOWHG HOWMLWLHVmanufacturers, 1import
responsible for malSt mmpgddiirdecglud saut reredss ¢ wnncdoentiphd tyh e

t he S tbalnadnauradr y, 1la,l t2h0o2u2g ma ¢ i bdeugr bi snugr wtisht ea r wo

compl iancewbptearbitoedlianuary 1, 2020.

As rtequired for economiMpiddpansdegnddfd gadyrlt nelgard ad
impact anafyshe ThkARdrAdna ti emsp | te hmaewnitlalt icoons t

bet wsdmMi $1iDh. @ nildn | ¢t & & pafnieda rtb e 2me ¢ h i BiIBma hdi$n

in each follaltd wsimbgf iwesatr y¢ hoseos mamudesd t my er
anailngghe applicabitlheymplEi avhe h(Stdhlel amudled i on t o $3
billiAfiffer the dtitursitbytcas, méthegRlIiAvtadgeadodomnigsecs o
ma n d adtiosrcyhkbowarefying that foods ate $69 mubjéon)
and replacinigngdmeoengibnbemegdngeeddents ($41 milldi
millThea )RsItAi mat £snameomafli ts of $190 million to §5
attributed t ococsotsso mpthyongedithhe ,pwhtichwark of st

21 Alliance for Bielntegrity v. Shalala116 F.Supp.2déb (D.D.C. 2000).
2Z2APHIS, “Movement of Certain GFEederal Regisiel661¢, Juh@6y 2009 er ed Or gani

23 Under the proposed rule change, APHIS may evaluate new plant varieties created through gene editing for noxious
weed risk.

247 C.FR.866.2

SAMS, “Regulatory [ mpBiaengineered FoddyDisdlosure’Standatdglatiansigbviocket
ID AMS-TM-17-005Q October 30, 2019hereinafter AMS, Regulatory Impact Analysid;tober 30, 2019
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avoiadéd ¢ 1 mplementation.Tohfe WRdeAsf ade¢r aht Stcapddedt |
St anwiakld provide any benefits to human health or

Ke yr opvi e f oSnthaen,d aarldong wi th associat eadr ei sisducenst irfaiiesd
bel ow twhirtehei nc@t g goppliscabiopittjyoa s d )( 3d)i sacd neismirset r a
proviMammscompofBSdmimsdamidi h he obhu bdodavaewtsid card
discafseceedackggor

Select Definitions from the  National Bioengineered Food Disclosure Standard

The National Bioengineered Fooddalosure Standar(V C.F.R86.1) defines he termsincluded in this list, as
well asothersthat are not listed here

Bioengineered food. (1) Sibject to the factors, conditions, and limitations in paragraph (2) of this definition:
A food that contains genetic material that has been modified through in vitro recombinant deoxyribonucleic
(rDNA) techniques and for which the modification ddunot otherwise be obtained through conventional
breeding or found in nature; provided that (ii) Such a food does not contain modified genetic material if the
genetic material is not detectable pursuant to 86629 A food that meets one of the following factors and
conditions is not ioengineered foodi) An incidental additive present food at an insignificant level and that
does not have any technical or functional effect infilved, as described i21 CFR 101.10@)(3).

Bioengineered substance. Substance that contains genetic material that has been modified through in vitrg
recombinant deoxyribonucleic acid (rDNA) techniques and for which the modification couldthetwise be
obtained through conventional breeding owfed in nature

Food. A food (as defined igection 201 of the Federal Food, Drug, and Cosmetic i U.S.C8321]) that is
intended for human consumption

Information panel. Part of the labelof a package@roduct that is immediately contiguous to and to the right o
the principal display panabk observed by an individual facing piiecipal display panainless another section of
the labelis designated as thieformation panebecause of package size or other package attribwasitegular
shape with one usable surface).

Label. A display of written, printed, or graphic matter updine immediate container or outside wrapper of any
retail package or article that is easily legible on or through the outside container or wrapper.

Principal display panel . That part of a label that is most likely to be displayed, presented, shown, oriegdm
under customary conditions of display for retail sale.

Regulated entity. The food manufacturer, importer, or retailer that is responsible for making bioengineered
food disclosures under §66.100(a).

Similar retail food establishment. A cafeteria, luncinoom, food stand, food truck, transportation carrier
(such as a train or airplane), saloon, tavern, bar, lounge, other similar establishment operated as an enterp
engaged in the business of selling prepared food to the public, or salad bars, daitsitesd other food
enterprises located within retail establishments that provide readgat foods that are consumed either on or
outside of the retailer gremises.

Small food manufacturer. Any food manufacturer with annual receipts of at least $2 800, but less than
$10,000,000.

Very small food manufacturer.  Any food manufacturer with annual receipts of less than $2,500,000.
Small package . Food packages that have a total surface area & tban 40 square inches.
Very small package. Food packages that have a total surface area of less than 12 square inches.

Applicability

The Standard addr e peetdyfpiese ondlipdy pice s a bif ] etny it o es it
thneanufacture, safe ffTadd edwiesdseubeastuetd oinn policy di s

26 AMS created an online decision tool to assist regulated entities in determining when they must comply with the
Standard, available &ttps://www.ams.usda.gfrulesregulationgbe’zingtree
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a b oGiEt floaobded n dh gt,ahnidggeo m how t hesabtiaomdiagr dh edea feidne ood
which mwmscDOmpvi ¢t h t h e nSlt aalrdex hdnp t .

Bi oengineePefdi Fiotoridon and Exclusions

Th2016dAf it BEALRHQILQHHULIQ Jfrceadp e ¢ Do)l ot hat contains ge
material that has been modified through in vitro
techniques; chndhéBmofdofi whtion could not other wi
conventional breedlngdod fioutnddent nfiyuany specif
would meet t ElkRHQILOMHHAN IQ@s poefc i f EERIHQJLQHHULQJ
referred nttoe nfdoeodd st or h"aumtdhelcofits uonpe n omhe possibil
USDA could use taddnstSiimam4llhesdi mi 1 ar

When i1issuing the Standard, USDA added detail to
e x pilti cde f 5 o metihoenr Whfe h 8¢ fa nldw ¥ddd d chfei ni t i on of
ELRHQIJLQHHUE Qtdhaep pil n goaf beir Imi, t yi d e fddoaemsp onnoetnt parts of
de f i niintcil tmRQY HQWLRQE A XEUG HQ LMW XsUfHe ¢ § fiyt wshet her f o
devel opesdp ¢ dhir foiuqg ht e c ke a b o grideéqsuji nrgeu cdhi saceln® suunreer s
Th®t andaquwi res uEERRQGILOQHHWEsQdnmhlaanr t JH@QEHWLE uch a s
HQIJLQHHRQMKMWLFDOOXKPRGLILHG

Thft nm Iseslh o u n dfact rhfeosotdhrad ged i 5 ¢ 1 Bbassuertlehdeenf i ni t i on o f
ELRHQJLIQMH R10hl€p Acdte, t ecArMiYiendterdt a i nt lparto dduecrtisve fr om GE
sourdowemoquire labeling. Teéhxs St munddedfs dn iitdi eonnt ioffi e s
ELRHQIJLOQHHUM® gtRR@e animal feedoobedlkiaautmaitss not con
intended for hfiomadns owchn sscthmmtoiddf i e d( DNAfi medot det
oils ananduigmaisdenstaleaddiFReldels n 0.9The (St)andard
expressl yhexe mpbsds oedienselcsrsiubd® e be agw.ttheex end of t hi
secsummae ke ¢ sasnido nesx efnrpot mS dtmhsed a r d

Exemptions

ThS$t aniddent i kicanp t fiiomes o PDH 2 0dli secl potsiucriet.l y i dent i f:
of tftheséerved at restaurants oy dwmduidbadwmcedt byl f o
very fsomwadl Ilma nalthaec tawrte rc§itl d mtdla fsbert tahet hoodsexempt i
cont nagnn amount of a bioengi ntelerreesihe@ludbwaahce bel o

2717 U.S.C.§1639(1).

%For AMS’s response to public comments calling for the fin:
bioengineering o i nclude existing gene edit iAVMSisnatmakingablanket e s, inclu
statement regarding the scope of see83Fédaral RegigtdbsBt4, t hat are cov
December 21, 2019, 65835.

297 U.S.C.81639(2)and 7 U.S.C81639(1).

0Gene editing s d e f itechnidue thkallotvsaresearchers to alter the DNA of organisms to insert, delete, or

modify a gene or gene sequences to silence, enhance, or ot
characteristics” i n Sex& DFixes on the Horizon: Advancing Science iddding Uncertainty, and Aligning

Research with Public Value2016, p. 182For additional information on gene editing, €RS Report R44824,

Advanced Gene Editing: CRISREas9 In a personal communidah with CRS on January 23, 2019, AMS stated that

it intends to address gene editing, with respect to applicability of the Standard, orbg-case basis.

317 C.F.R.866.1.

827 C.F.R.866.5.
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exempdiafeofiteods derived Bbe oauvhseayi maolnss usmoeldeellegyido e n g i n e
and food certified under (NOPYSDA National Organ

0175V 201" Z2E887>S L 218X e S ' Nel@eSce’ ‘-7 —-

Th2016c Aetdfprtom disclosure fooMLPLODWUWeWHWDRLQ IRRG t a
HVWDE CGIIVIKSPtHiQWll @ ff tih ¢ s a § @ I Imo ws

A cafeteria, lunch room, food stand, fowdck, transportation carrier (such as a train or

airplane), saloon, tavern, bar, lounge, other similar establishment operated as an enterprise

engaged in the business of selling prepared food to the public, or salad bars, delicatessens,

and other food errprises located within retail establishments that provide readst

foods that are consumed eithér on or outside of t

Z>01 —Seel ""el S—7eSEez>7Z>0e

Th2016e Aesdprtom disclosuraYHWoMPDHOO {MRKG UMYX IDF
St andaffidnes tahniys ftoeordm maasnuf acturer with annual r ¢
$2,5060,000.”

"Teel 'e'l —'—eZ—'"—Sel ""Z—e' 77571 —>BL B el —7>1
Th2016c ALt ed f 6dre tleSrDAl nteo t Ihe ozmgumestdd tas mbyt anc e
be present in fooder dbonlppboprei at &JTchiem gi neer ed f
St aneddmendpPpdbod in which no ingredient intentionall
substance, wit h aenn ta lodro wtaencchen ifcoarl liyn audnvaewaoti da bl e
percent (5%) f%r each ingredient.

"ol Z>'YZele> -1 ‘S4LSecei-—Zl '"Z—e'—77571 727

The 2016 Act specifioed tbfacadhbhde Ritnaandthdfisdotmh dbwel d
ELRHQUHGHRRGcd cyause thonsumeidmdbli odpenSenadafded.
e x e nsputcsh  Foodespsatch as meadere ggadn, ifnwaol ismitl hka t
consumed biodwmgmnweedredisfiosleedey becawmerestmedani mal
bioengin¥ered feed.

“Teel Zye'elge/l 1

The 2016 Act sp
regarding the a

ecifshdldihdbe NORstodmomkfli sattfammen
bsenteodf Dawkhiga enfagiGdM@egrreeda t h e

337 U.S.C.§1639b(b)(2)(G)(i).

37 C.F.R.866.1.

37 C.F.R§66.1.

37 U.S.C.§1639b(b)(2)(B).

377 C.F.R.866.5(C).

38 This is codified at 7 U.S.G1639b(b)(2)(A).

39 A food derived from an animal that consumes bioengineered feed may not require disclosure on its own, but a multi
ingredient food containing such a food ingredient may require disclosure due to the presence of other bioengineered
ingredients.
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anotihmirllaa?®mhe Standard explicitly .exNG@btiss

volufoddpel i ngmapnggdaatmyd AMSe r at-pdi gate

fao o d s

NORertifies that aazvgr ibewint pmapld upprvadddw cotnsg ghh o d s

listed YiAmontgasdNdOPieverse

NOR ertifianh yp mpdodtesed or handl edTlwnssuhc hgenet i c

products are annod abrieo eenxgei mpeteerde df r om t he Standard.

1
1l
1

Exclusions: products that do not meet the definition of food or bioengineered food, and do not
requir e disclosure (the Standard identifies exclusions at 7 C.F.R. §66.1)

Exemptions: p roducts that may or may not meet the  definition of bioengineered food and do not
require disclosure ( the Standard identifies exemptions at 7 C.F.R. §66.5)

Exclusions and Exemptions from the  Standard

Animd feed (which is not food intended for human consumption)
Foodsin which modified DNA is not detectable (e.g., refined oils and sugars)
Incidental additiveés

Y Food served in restaurants and similar retail food establishments
1  Food from very small manufacturers (with annual receipts less than $2.5 million)
1  Foods with up to 5% preence, per ingredient, of unintentional or technically unavoidable bioengineered
substances
1 Foods derived from animals, based solely on the fact that the animal consumed bioengineered feed
1 Foods certified under the National Organic Program
LisBBiofengineered Foods

Th2016dAc ¢elcStleAd t o0 Butchbresmphnt s and proecodfuryes as

Agriculett er enfi ne s

requpuaubedmmenthecomtmiali nt midfimg of pot e nftoiral 1l
enttwioms ult when deter mi ning whThe€heSra han dfaorodd i s
inclaudleisst of Bi otehleg istihdactr eidd cehutadimsialfisi @ ¢ available
bioengindWhelledbpbmbiroengi-ntoengdicaresd roendsn vo f

o n

criteria,xcgendeetdi cmeet thgidn e e

.pabtner sh

(

necessar¥’Duoiogrr AMSma ki hg, st anc

y Tregai

all

f
t hemblyi sthe bioengineered VUhesfomslmaypyleedqdetnde
AMS onsidered includinyg doind tnhaetn diyimactlsy dbague d suth tt h enma t
mi croorpramdwasd in con.t rDHd eakthleaat v ir re gmnh eant te sd
would need t o mnoank ewhdeettheerrmitnhaetsieo nssubst ances
discloms mstbecaassee “basis .

40 This statenent is codified at U.S.C. §6524.

417 C.F.R.8205.105 and 7 C.F.R205.2. In 1990, Congress authorized USDA to establish NOP to enforce uniform
national standards for organically produced agricultural products. It became operational in 2002, and AMS ihan
For more information, seé€RS In Focus IF10278).S. Farm Policy: Certified Organic Agricultural Production

42«As described in 21 CFR 101.100(a)(@)idental additives that are presenfand at an insignificant level and do
nothave any technical or functional efféatthe food are exempt from certd@beling requirements under the FDCA.
83 Federal Registe65814, December 21, 2018,65821.

437 U.S.C.§1639b(a)(2).
44The current List is codified at 7 C.F.§66.6.
4583 Federal Registe65814, December 21, 2018, p. 65839.
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The National Bioengineered Food Disclosure Standard

AMSa |l pwbt¢ ¢ hlhi # tads s oci at eidt sd ewtBbisgistnem.nng i n

early

AMS plumédakte Lis,wi®mhs waolipapyoeidefsonri tpubl #’AMS o mme n't
pl amsottiof y t he pubifah)dH GHUDOKeH dL ¥ WHE A MBlefwdb di t e
AMS plans ttatstipdagh the fedeiSael 1t hllk ankeflgotrn  oxr oc e

foodtshhmms ¢ Jafh w26 2. ¢

Foods on the List of Bioengineered Foods (January 2020)

Alfalfa. Canada and th&nited States producbioengineerd alfalfa, with varieties including hegilie-tolerant
and lowlignin (for improved digestibility by animals) traits. Alfalfa is primarily produced to feed animals,
though people consume alfalfa sprouts, seeds, and leaves.

Apple (Arctic ™ varieties) . The United States producdsoengineereapples, with varieties including a Ron
browningtrait.

Canola. Australia, Canada, and the United Statesducebioengineeredanola with herbicidetolerant, high
laureate for oil quality), pollinatiorcontrol, reducedphytate for quality), and malesterility (non-functional
pollen) traits. Peopleconsume canolail, and canola meal and protegme usedn food and animal feed

Corn. Fifteen countries, including the United States, prodoio@ngineereatorn, with traits for herbicide
tolerarnce, insectresistare, increaseearbiomass, alpha amylase (for quality), incredgside (for quality),
malesterility (nonfunctional pollen), pollinatienontrol, and fertilitycontrol.

Cotton . Twelve countriesincluding the United States, commercially prodbi@engineeredaotton, with
herbicidetolerant and insectesistant traitsPeople consume refined cottonseed, @ihd animals consume
cottonseedas a feed supplement

Eggplant (BARI Bt Begun varieties ). At present, only Bangladesh commercially produziesngineered
eggplantwith an insectesistant trait. The USDA Animal and Plant Health Inspection Service (APHIS) d
not currently admit fresh eggplant fruit from Bangladesh into the United States.

Papaya (ringspot virus -resistant varieties) . The United States and Champroducebioengineeregapag, with
ringspotvirusresistare traits.

Pineapple (pink flesh varieties) . Costa Rica producekioengineeregineapplewith increaseetarotenoid
level(yielding pinicolored flesh and floweringinhibition traits.Bioengineeregineapple is not currently
available for salim the United Statesalthough it is approved for sale

Potato . The United States and Canada produseengineeregotatoes with traits that reduce bruising free-
asparaginéevels sugarsandtraits that offer virusresistanceand insectesistance.

Salmon (AquAdvantage ®). Panama producesioengineeredalmon for sale to Canada withtrait that
increass growth rates. As of 2019hioengineeredalmon is approved for food use the United Statebut is
not commercially available.

Soybean. Eight countries, including the United States, prodbimengineeredoybean, withraits for herbicide
tolerarce, insectresistarte, alteredoil-profiles, and alteredyrowth-properties.

Squash (summer) . The United States producdsioengineeredsummer squash with virugsistant traits.
Sugarbeet. Canada and the United States produzieengineeredugarbeet wittraits for herbicidetolerance
Sugebeets are refined into sucrose for use in foods and animal feeds.

Source: Compiledby CRSrom 7 C.F.R. 866;&SDA "/LVW RI %LRHQJLQHHUHG )RR
https://www.ams.usda.goufesregulationgbebioengineeredoodslist; and other sources.

®AMS, “List of B ihtps:Hwiv.ams.esdagduleBreguldtisngé&bioengineeredoodslist. This
website links each food on the 1list to a summBEy
eventgspecific approved bioengineered versions), production, safety reviews, aetceter

47 Processes related to updating the List are codifi@daF.R.866.7. In a personal communication with CRS on
January 2, 2020, AMS stated that it anticipates publishing the first update in early 2020.
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The National Bioengineered Food Disclosure Standard

Public Redpphs eallriolviitsyi ofis anflat He

Th®t a n’ddaerfdi n iBELIRHK Jbl@RRKBUHGE@ wha tr einta ianpsp laibenst rtoov,e r s i
Somer eas of disagreementt haesno hlgRHQ Jdrkaét khbbH® etrhsa ni n ¢ |
alter na,tihdeeef itieirtmsanfmeme e dn¢ wngenaatwdi ¢t teechnol ogi
defibittreratamfeint e d ff,a atdhdg rs o dtuhcesroebrs¢h af dbwe ithe nt or
thamilcyalunapoiedelhlc@E 1 nSgomed ifeanrtmser and industry gr
prai sStda nttdhacrodnt ending that 1t provides consumers
consistency #®Sodnet raadnvssptaartiecrstceygs.f GE | abebing argue
per mibsesciamiesney foods they consdaet gdhigsadlfPesadrlde. eng
These issues are addressed below.

S$OWHUQDWILKWYH WHWRM no he g $ thmssed dreikmm a pnoWhnitl eof cont o
USDA had statutory authd&tRH®JI|ItQH tUsde® Baol meetr ndaot isvoe
stakeholadergugriohpts most consheneklsRHQICLQHHBY @i | i ar
as stehratt iontgher t e r*M2 JHQHWRRGHRUYIDQLYHPQHWLFDOO\
HQIJLQWHWHG@ be 1 £ eso nc aihfetulsgdrmsg pnt e n dSett ahmdska r d
languagpepttecise

*HQH HGLWHQJIBQBWYLF WIHFsKt QRnGilRJd # ¥V i ELRH Q@ AL QHHHUHG IRRG
does not i1identi fus esd etcniufCibbiceAMSec snaltegi ¢ hat the St
defi nfiotcivosne s omr it thar iplry duct s toefc htneocl oYyl roiiginysge 1nfo. t  t
r ul e maokmentga,k esthhaldderad 1 ed fexplhei 1 gndadddeseoe t he
foods denéewegefieomct tmaghmoltogmeest the statutory d
ELRHQIL®MHHULQD a mpl e, fgocomdesi ndhemrg nvoetd mniereotm t he st at u
definiBLRAQJbiPHHU4L(hdt he gy et @mimb i noatnt ) DAMS consider s
t htattahenodi fi cations could be achieved through co
Ot her new genetic technologies weyiaitsentbdt do
ELRHQJIJLQHAEUE®Dr ot her reasons.

Because the Satdadnrdeasrsd esdpbeecoi bfmigcti mmds c egul ated ent it
may lack clarity about wlkot lgemedin cmudstetc fibocwod © gd € 51
disclosed unllarthhbe 8 86 8 nd aifadnflymavtai toeardphree t
bioengidreddmist g seoxacd hfgb oddese fv om ge r*dUnaedirt it thg .s
interpretadtfi@eads gwamwl d notOtrheeqrue¢ r po @i 8 htonwmre.
St andiamplly het €inhhtraule does not explicitly add
gent¢keichnolAdgioeates of stricteonGErldaemalihma grhe q u i
“Annali sa Laca, “Ag Groups Praise Nat i oAgRréfesdbnatDeceraberne ered Foo
20, 2018.

49 See for example, IATRress release, December 20, 2018; QF&ss release, December 20, 2018;Mad-GMO
Project, press releaseeBember 20, 2018.

50 See, for example, CFgress release, December 20, 2CH& OTA, press release, December 20, 2018.
51 See, for example, FMI, press release, December 20, 2018.
5283 Federal Registe65814, December 21, 2018, p. 65835.

3For AMS ’ ien ofdcommentsson including gene editing in the definitiobioéngineered foqdsee 83-ederal
Register65814, December 21, 2018, p. 65835.

54 For interpretations of how the Standard treats gene edited foods, see, for example, Russ LaMotte, Alan Sachs, and

Matt Schneider,” USDA Issues Final Bioengineered Food Disc
2019; and see OTA, press releaBecember 20, 2018, and N&MO Project, press release, December 20, 2018.
%See, for example, Melvin S. Drozen, Evangelia C. Pelonis,

Congressional Research Service 10



The National Bioengineered Food Disclosure Standard

gewa it edef omoadxoc Ibfled ¢ WSet a n'd ad d f a £ 1HRQIJbL @ HHiILELH J
foodst hme edcommon unJHOHWLFnRQEIUG Mdddw@Dd be required
bear di®closures.

SHILQRBEBW OXVhRQandxcec ldndfefneoed ptrlhhatucde not contain
detectabl modmPNAtso mofi ¢ g wisPibrdeo di wdettheocutta b1l e
modigewadti cdlanmste rmadt t he s tBAlRIHQJIEEKxHAdIGensi t i on o

inclwddbean oil, canoThe o$%13agndaddredgiwlnactdeods uegnatqiuti ir
to test everpy epreaondcwec to ff odre ttehcet abl e modi fied geneH
manufacturers, iampmrdemoen s tamamadeitt faidelde bgsemetei ©® f ma

with revatddao€dar®®Sfoinger oghpptofeysr a more expans
o fELRHQJIJLQHHAUE Gel RREBY t consumers want to know whet
from GE plants anit amdlainmadlsd hanwe trheugu itrheed discl o
reffowedsn. cont rnadsuts,t rsyo ngen oih fd h . g ma hAdB oci ati on
(formbhel Wrocery Manufcaocn muerdedSet a A sparabi vaitdiionng)

regul at owdtéantiteoi evgotlivanrt arily dis®lose such foods

'LVFORVXUH ThkeU HhViKiRaQrGd not requi r ewidihsSalpo s wr es for

presence, per ingredient, of wunintentionhd or te
compathBaampbnamn applies a thresshadbdtoddDa9% per
New Zealand use a thrFsobalsd imf Jha%ame muistt g hed il abt
ingredient 1s among the top S5t%hfethengbgegdleptoduaan
wei PAMS selected fbe OhetttBhppmibptdly balance prov
disclosure to consumers witHSomdveecaltisi of ofrihb
GE labedumlgaagu@®©TAhat t I8¢ amldimea &glb ol Hiingcho nashids tiesn t

with acceptedmpstvaoatfeounramdgods global trading pa
cons uflers .

Bioengineered (BE) Food DNatienal LawReviewdDec8mber28 2018d Final Rule, ”
56 See, for example, OTA, press release, December 20, 2018.
577 C.F.R.866.5.

58 The Standard outlines validated refining processes and standards of performance for detectability testing at 7 C.F.R.

866.9(b}(c). USDA issued public noticaf draft instructions for the validation of refining processes in USDA,

“National Bioengineered Food Discl os 34Federd Registe$8815d ; Validatio
December 17, 2019.

59 The final rule 83 Federal Registe65814, Decembe2l, 2018 discusses different views at length on pages 65833
65834. See also OTA, press release, December 20, 2018; and CFS, presDeteaseer 20, 2018.

Elaine Watson, “Final GMO Labeling Rule DsdfreomGMNot Require
Crops, if No Modified GoeoddavigatorDd€enberi2G, 2018. ThaGrdeeryt e ct abl e, ”
Manufacturers Association changed its name to the Consumer Brands Association effective January 2020.

6lSee European Uni ob gl thifps:deé. europaicidodplapthnaotratealiility labelling_enand
Food Standards Australia New Zealand, “Genetically Modifie
https://www.foodstandards.gov.aohsumegmfoodiabellingPagedefault.aspx

s

2Japan’s regulation is currently underitev¥emashWwith, a“fFhep!
Approaches Japan in RegulatonsonGMFeoNsi s t ake to Think that the TPP Lowers F
Canon Institute for Global Studies, November 5, 2018.

63 83 Federal Registe65814, December 21, 2018 65824.
64 OTA, press elease, December 20, 2018.
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Discl ®Opti e ns

Th®t anddendpe f mespti hdbepao®omkage disclostioeAllolf bioen
discl os utoefs smufsfti chieent sizembmdntctlprang ¢c¢onsapbena

label, making it likely to be read and understoo
condi”™Roguswl ated enthiet idd ssicmhwestuer ed f# wiehdbeehol aces :
infor matciloons ep atahoe bdte ttahiel s;oann gthaeat u p & e ,odri sopnl ay pane
another panel t he Icnonmousnte rc aisse sl,i koenllyy toon es efeo.r m o
per paSomkmeigec | os uarree oapvtaiioleagbul lea ttdod raelme gui ¢ & d
discl(osutymbpeollect roni c,ao/doirdx gi ma twhhiglack ot hers are
available only t o (stmalletpuhfivmeed weedbdsdijbeescst mr ¢emas es o f
voluntarywadlivoctl osyurwe s €1 ossyunsbkld dtghhe oBsE ddeim c r i be d
bel ow.

Standhuhirsdk ]l Opti ens

The 2016 Atchtats ptehcei fSteadn d ar & ysphedsiudocflogpst Widchée sever
finagivadeadditional detail to their 1implementat

THPWBi oen gi nRiedr etdr @ wtidor eddifsbcefdoss e whi ch @it hengredi
medthde fi niELIRHDQIb@ HHUHGKk tRoRiGh & d i ¢ a t e r wthheet yh earr e
bioengiGonetracidns a bi oen g’iimetdedeedg ufioroedd munbgtrdei dsicel nots e
ngrediffomthi fdhodo meanalgreedn gmht eobteheedres bi oengineere
nroeindet extmalnaersd f oods diwsiitrhi buUe &.hseerkee It yhteor y
redominant Himogtilgiusahgee appropriate text disclosure
er rsiptrerdyomi nant | anguage.

6\PERRe gulmttietdi €s may -aswhtbétove ndiisbchlaogsimbbroe & e
shownpLIJXUFhe s ytrhbastk or f iea tkd RHQ JL QHpfilbbtGule a ts

require .Tdhies cslpohabutrliei nc or p oGHULYH Gt VKR PpHlaRgHQIE QHHU L Q..
pl acveldunt aarciklayg eosh hopft fdooo diba to emegd mdtelf @ bhmuff o od
contain flendiveoomatbiiosengismedrad fredd ned foods wit]
modi PNAPI sclsomestenot be f &Elnsta tare smitshlaga dirreg .e x e mp
mandatoryedigeclhyosmnande ]l ( food manuf ma kveorleurnst aarnyd 1 e s
discl os uraepsp ruospiyniga dgtleh e

~3 o =

657 C.F.R.§66.100(C).

667 U.S.C. 1639b(b)(2)(D).
677 C.F.R. §66.102

687 C.F.R. §66.104
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Figure 1. Disclosure Symbols for the Standard

Bioengineered Derived from Bioengineering

Source: &56 IURP 86'$ ~ % ( hp&/ER@ aMmeuusda.goufesregulationddelsymbols

Notes: )RRGV WKDW PHHW FULWHULD LQ WKH 6WDQGDUG PXVW GLVSOD\ WKH "I

ELRHQJL QH H Wlaphedisplalde Rrfoods that do not meeethioengineered food definitioyet derive
from bioengineered foode(g. refined foods that do not contain detectable modifigeloxyribonucleic acid
Entities may use the appropriate symbol in color or in kland white (not shown)Entities exempt from
disclosure €.g.very small food manufacturers and restaurants) may make voluntary disclosures using the
appropriate symbol.
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thatbsauachmpdsicddsmyead telephone number
e additional information.

discl os uwaes vaimo ntgh etsber tt mocshenroslddhglibeass pe c t
ACd nrgerqeudiSrAdo s ol icit pebhidacdtdommenn udan d
if electronic or digital Ilinks would p
on whi lwe rsaeheottpepri migh e sl efh dJiSsDcAl os ur e met hod
e ntth tihBet a hwaulde gneedd to provide addition

acted with Deloitte Consulting to condu
nges that would need timfboer mmve romo mheh rfoaur
r el e c’?AMSn idce tleirnnki ndeids ctyhoastn dtethseattDeedl oi t t e
andnoptir @givti alle lciomls i mwo st dvi tt thi s

respobhbkiectoommenrstusl tlsenldofit thtthee s t udy

St anaddoglt scl osure bgntephi mdseds 8 genas o 2tOhlo6s e i den

897 C.F.R. §66.106

0 Deloitte ConsultingStudy of Electronic or Digital Link Disclosure: A ThiRhrty Evaluation of Challenges
ImpactingAccess to Bioengineered Food DisclosWw&DA, July 2017.

71 83 Federal Registe65814, December 21, 2018 65828

27 C.F.R. §66.108
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foods but do motdi DNWAW | dientt ecacr tyasbdlioesud Ido si mrdad c at e t
ngredi‘denrtisvead ef rogirbhit he‘bg boh @ @i ThheSet raendl.a e «

ot peklmntawvy disclosure in most other circumsta

en
h a

Public Re®psnbesurefOphendard

During the r ul e nbatkainpndgasredrveocceastse sf ofrort hset ri ct GE 1 a
weseeking a singloempacecksgded ydi drednsop afhi dasgbol tEsh e s e

criticized the hdSitsacnldeasruwoe fapti in@gn sd midnc wmmdé mé& ¢ t ma t i 1
other groups sought flexiblecdubkddadtmobye options
different Suadlmdmstaycsgwpmpudgistechdhivec]l osure options
St anadamflor maftlievxei balned enough for manufacturers to

Among ,thrdrtgacmsi ¢ Tr a (O A\s 8§ 0 etd hSatnladoatirode s not provi de
fomeaningfull td isstleadttSesda n‘hdd dws for the option of d
disclosures ratphakcrptham Esghisghmdhgebatydtiweldos ur e
GMO s ymbol -pwiitnht eads fisotuhmmrebsu not reflect a neutral s

37 C.F.R.866.110.
747 C.F.R.866.112.
57 C.F.R.866.116.
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i s nmPRhEeandicrg .f or F ¢ o dtnitthafteht yd i(sGH So)s ur e met ho
ctronic and digital discl os ucroen]s,u naisn gwe laln da s
ebiygned to inhibit rather thafh facilitate ac
e International (D aDiprAyo vFiodoedds aA saspopceidavsérooogac © I o n ,

pectSt onfwhtihiber t heftheagr ule does hobobfptouwndparhac
FA and consume®Amowegr eo thhoepri npge rficdf A eadhdddnti h @ t i o1
andlaesd not require disclosure of highly refine

although it allows forodaktstary disclosure of t

Among s ugpfp Stthaenthadrodo d Mar ke tainndg tThmes tNiatt utomal Cor n
As s o c iwaetl icdotmhdei s ¢ Icoosnwsries htelSet w npm o d? de s

Th®t an'dardcl] wsoilaimtoafr ya di scl osure oWhtiihoen tel i cit e d
Consumer Br anpdsa tAhsésdo ctoilpattiiGoom t er for Science 1n t 1
(CSPI) commelntmrtda 1t yo oduil sdc li onst urro88G@ScPel ciodhefinetsii foin .

potieanlt dmssrumeoent er eacsingderitwope forfomptrbadtment gi ne e
one compawmy vohant¢ amadd gt e s dd dsQalodt wal l ed on food
companies to voluntarily disclmsft all foods prod

Admi ni strative Provisions

Stakehol ders hawe aadlntsiimvids aprnas wids iomkety of t he St and
administratitvke ispaed dmcwhideho nrpel gyu Ilwaittehd tehnet i t i e
St andarkde e priencgorrde qui r emd nttlse aemndf bruacedaemisl,i tay of t |
topics are addressed bel ow.

Compl i Benadl i ne

Th2016dAdtnot specify &dmmldihd mhauel ed aaf lgislo afscerd t h e
i mpl e mebnet faoteigouni r i ng all r e gwiltahS ¢tdhned a FRIEQHR s t o ¢ o1
Iteltanuary 1, 2020 ,moarste gtuhlea tdemdt ee goinnpthibeinse h't at i on
Small food mawefaatuaddrsional yeawi ttho abegiam ti ndpalt
Januar y*?Allrle 2 0 2 attieeds f wplnlo hypvli t hSet andwrHanuary 1, 202

76 OTA, press release, December 20, 2018.
7T CFS, press releaseecember 20, 2018.

8] DF AJSDA‘Releases National Bioengineered Food Disclosure Standardpr e s s rel ease, December
(hereinafter IDFA, press release, December 20, 2018).

O FMI, press release, December 20, 2C8JNCGA, pressrelease, December 20, 2018.

8%E]laine Watson, “Final GMO Labeling Rule Does Not Require
Crops, if No Modified GeodBavigatorDdtember2d,2018. I's Detect able, ”

8L OTA, press release, Decemia€y; 2018.
82 As required by the 2016 Act, at 7 U.S81639b(b)(2)(F)(i).

Congressional Research Service 15



The National Bioengineered Food Disclosure Standard

Table 1.National Bioengineered Food Disclosure Standard  Implementation Dates

Milestone Date Comments

Effectivedate February 19, 2019 This is60 days after publicatioof the final rules3
Implementation (other than ~ January 1, 2020 Regulated entitieother than small food

small food manufacturers) manufacturersmaybegin disclosure.
Implementation (small food  January 1, 2021 Small food ranufacturersnaybegin disclosure.
manufacturers)

Voluntarycompliance period UntilDecember 31,2021  Regulated entitiemaymeet disclosure standards.

Mandatorycompliance January 1, 2022 Regulated entitiemustmeet disclosure standards

Source: CRS,from8 6 'HSDUWPHQW RI $JULFXOWXUH “"1DWLRQDO %LRHQJLQHHUHG
Federal Regis&3814, December 21, 2018.

Rec kreding

In tRHeAMS commehmtted t provides the “Cimpl ofy Baweédngi
minimize analysis and recor @EkS®tpa mga gbubirrdeesn on r e
regul ated entitielsi,sttha ¢tblosbdhlohegnfgbiomdesebroenceh geneer ed

verstmasntaidocementdsng wheobodrs tohre inrati mtghroesdei e n t s
bioengilheeS¢edndard does not require potentially
foods nthtatomurhtebdy skhmbtovod 1 s bDilhhesgumdd bdard.
occ UV AMSh afs not yett oodenti Ciomdnetrtd aldy motaiyatbl a&dd
food t ol #thehsfteahset .mn &lii ts xtlhoes afnodmmdmta i int ar e c or d s
Regutad mbges ¢ whiate records to keep and how to ma
contain s uffdrMStioe nutn ddeertsatialndn deafit ahdat dt hesm must
maintarecbobhdse fofit ¢ wos ayleaoat fldsd ri bution

Enforcement

Fauirteo make a reqpiobidbidiRdllwvdBemwe v haec)ti mi t e d

the spopeavfiad memdmtainsgdms e mai ne d.Tshiel €tl 6o mMcdt her :
expl pcohl pited eliSallgd ofdr dmr known ooef sulpected vi
St anflatr ddaddness @rotawmtthari zd vil Tphentmalll¢adw s for v
USDA to enforce eompds aaw &i thheraoraixnhgnmsir,n aatnido npsu, b1 i ¢
di s cl ofsiunrdei nogfs

Th®t anddendpr dceduonesyfagseuenfor ceMbMBdto emec hani s m
noctontinuousl!l yvenidf pr owintphb Maehhe®Ra t & &Set,a ndar d

creates a mechanism for the phbl AMStAdmi hesstate
about possible viodidétuitdnsn esf htohwe ASVihaemsdeaytr tdeens p o n d
statements or complanadmpl difnAMSa desaermiasetsi ghtt
AMS may audit or execamti ner ¢ hpomseichhd shalfe dihtec | os u
findings avaiTlhaeb leen ttibteyp geaeywtnta tlyearing 1 f it ob]

83 This date is consistent with Congressional ReviewrAgtirements for a major ru({® U.S.C.8801et seq).
84 AMS, Regulatory Impact Analysi©ctober 30, 2019, p. 15.

857 U.S.C.§1639h(g)(1).

867 U.S.C.§1639b(g)(4).
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Th$t andlal d W wdMStfooervi s e tihfe wWairnrdpimnégesidd @ sawdit hlat AMS
makefthehbkul tisn voefs tpilgeal tiicolny available

Public Redgmhaestrati wvd Bhewnidsiradns

Whiloestm stakeholder St esldeana ef oat pop It ihcea bfiilniatly and
di sclopsturomiemeer es hadegrcommstargltneidni strative provis
Before 71 eSlteaansddaviodf athke of strict GE labeling had

i
S
f
mandatory cofpbiwevestin pestiogdugppaupshe delay of
mandatory cciotmpn g tatmlicde g we & di fffoirc ireengtu Itantneadd jeunstti t i e s
labels hadpireg offflobheidngesbmmeAMSEi ved during the
rul emaki ngme r aacfie tStishmen Id @ cogn t dtnai e stehriatt m f or c e me n t
mechamirem8le ak

Ot her GE Labeling Approaches

The National Bioengineovasd dleowid dlhiasdcal obsruoraed eSrt asnod
contSetxdtteev el appr oac hreesd attoe dGEt hlea bfeeldienrghrlp 2e0nl 6 Ac't
by publi kniomgi etrles tGE nst atdmn aeab@idpghdiomt d sedd feder
voluntary labeling programs that provide infor ma
continue after 1implementation of the Standard.

Public Opini-bav@h dL StBibtfenge t he Standa
When foods containing GE ingredients were first
public called for banning them based® on concerns
Research has repeatedly found no difference bet w
engineering, in terms of the he%%lth and safety o
Even so, some consumers remain concersnemalbout g
preference, religious, e cg?ol\/hoovnilincg soyns tferno,m acnadl lost hte
foods for human health reasons, many consumers b
GE foods ecasiGEFE 1 dBelfioff ga elndt awilfa s hm St andard, ]

87 Seepublic comments on the proposed rul®agulations.goviDocket ID AMSTM-17-005Q for example, IATP,

July 10, 2018https://www.reguldbns.govflocument®=AMS-TM-17-0050-8837.

88 Seepublic comments on the proposed rul®eagulations.goviocket ID AMSTM-17-005Q for example, GMA,

July 3, 2018https://mwww.reglations.gowdocument®=AMS-TM-17-0050-12345 and see IDFA, press release,

December 20, 2018.

89 For example, NoitGMO Project, press release, December 20, 2018.

©°B1 o o mb e r @roup Bhaaurages Consumer Support for U.S. Ban on Genetically Altered Badlgl,Report

for Executive¢BNA), August 31, 1999; andllan Yonan Jr.“Environmentalists Escalate Fight Against Altered

Crops” Dow JonesAugust24, 1999

91 SeeF D A Questions & Answers oRood from Genetically Engineered Plafits J a nuar y SEM 20080 1 8; NA

and IOM and NRCSafety of Genetically Engineered Foods: Approaches to Assessing Unintended Health Effects
2004.

2For reviews of some of these concerns, see Emmanuel B. Om
Three Main Monothgit i ¢ Rel i gions and GM Food Te cBMECdlernatignal An Over vi e
Health and Human Rights vol . 9, no. 18 (August 2009); and Stefaan BIlac
Though Science SScignific AmedcanAuguseB, 235fSee dlsoNeBMO Proj ect , “ GMO

F a ¢ htyps:/Mvww.nongmoproject.orgio-facts/
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reported that the majority of%VWaornisowmne rpsr owaonsteedd GC
labeling laws and initiativesPRQ@GCDWBROXtQWDU\and f
l abeMamdcalt be lyiunigr erse qcompanies to disclose the pre
Vol unatbaerlyamg s bimpwnies to certify (tahse dibsscewmscsee b fi

“Continuing Voluntary-Albatenlcien il Bitiomgd asne | and GlEe
of GE ingredients.

Th
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2016 Act preempted state laws and initiative
ence of GE °Inng rtehdpiregnetasd sinng ftohoed si.nt roducti on
Act , state laws and ballot ®imi@Dddgi vdser mancC
me the fimandastbahpelGpmgmntak tam effective date
Oeeenattaed similar 1aws, while others sti
tate ballot initiatives. Michigan and North
ress to pass a uniform GE labeling standard.
b

n
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GE 1 a om® m & al ttagbreyl ti mogn g lt ya nsdmjrpdesr, t ecd t i
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en®Sofmes aGE tlya bweelrien gn oot p paonn ei rstssu ea.

e v
tifi existed fort rseuquhi rliarbg 1 manngd antaoyr y
troduce doubt about the quality

is
in
yVBmdédopket thes20p6i dot, some GE 1l abe
e d
t a
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0O 0O S5 QY N ON®»

t
n
cessa
unnec
nent s forehofmeetradf law vtwcprteeamptadded
chwork te laws with different GE labeli
h
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oo BB o0
~35 ap ~on v
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the absence of federal Ilegislation in 2015, L
l u S DAy | apbreolgtroagmme et consumer and producer 1nte
ar, AMS wused its Process Verified Program (PVP
od products from a single c%Smpmen yan twihciicpha theadd tr
iosulwvd lead to a voluntary USDA program to cert ]
o8GEl abeling proponents responded that, althou:;
rection, a voluntary program would yfail to mee
beling Wbmilsd applkiocation of PVP to certify the
d not expand beyond a single company.

oa—ah T h S < DO wm e

-0 =0 0 O 0 S

BFor example, Consumer Re pConsumer SNppartfooStamdardiRation katietingbf Cent er ,
Genetically Engineered Foo?014 NationalllRe pr e s ent ati ve Phone Survey,” 2014,
https://advocacy.consumerreports.ang/contentliploads/201406/2014_GMO_survey_report.pdf

947 U.S.C.81639i.

% For an overview of GE labeling legislation in 2016, €8S In Focus IF1037&.abeling Genetically Engineered
Foods: Current LegislationSee also an overview of state laws enacted in 2015 at National Conference of State
Legislators State Legislation Addressing Genetically Modified Organjsialy 7, 2015.

®CFS, “About GE httpsdhavdv.cénterfofobdsafety oigguesd76he-food-labelinghboutge

labeling

97Scientific American “Labels for GMO Foods Are a Bad Idea,” September
%Elaine Watson, “NIM® LabelingiStanddrcbas Stdfee v e dnd ni t i aFoodhes Prolifera
Navigatot Mar ch 19, 2013, and Grocery Manufacturers Associatio
and Bad for Consumers,” press release, April 23, 2014.

99 Tom Vilsack, Secrary of Agriculture, letter to USDA employees, May 1, 20itfps://www.faegrebd.com/

webfilesVilsack-Letter.pdf

WMary Cl1 ar &SDADévelapiNewGoverfimentabel for GMOFreeProducts Washington PostMay

14, 2015.

Vljyust Label It, “Statement from Gary Hirshberg on USDA Pla
release, May 14, 2015, and CFS, “ Ce n tFerre ef olra bFeldasel” Sparfeestsy St
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Continuing Voluntary La-BhbbkemngeP£dgi ams

Vol ary labeling progfa@tE thgtedidemts fpyredaet ab
e mandatory labels onpfiokdgethgmbobnat iramcC
e -parnidv aptueb lpircogr ams indicate to consumers t

t
r
t
dients. Theéyrmaths@hhcbhecl makme (g2ertifying tha
i
i
a

(@)

in GE ingredients) or indicate that the foo
ic engineering (e.g., certified organic pro
mayoehe to opt iand thebeaproaggsaamisated cos

o 0 0B "

=5 B Boe —Q
c 0o+ < c e
[ I R I Rl =]

examp | dMDs Pt oj e mmtosmr whfi ¢ h oda gani zation manages
y verification for proces s%Co nfpoaondise st hsaitg nd o n
me n wGiMOh Ptrhoej eNotn t o have their processes I
u c tpsa rtteys tleadb obrya ttetwrM©edsP.r oQ neccet tvhesr i Noine s a
aeckd mpranductan, d&iMOp IPa y jftealeed Neymmibol on it
aging. This symbobsomcdoowldaipmckaging ma
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ther example i1is the USDA NadprowaleOpgaogra mPf o
unt ary, |l amehgngitthdiad & thd sn gtsh er cadbisNe@ptcssvha £ hGE i n
administterdd fhesAMh,at agricultural products I
anic met hodB ehiestiedemnginteatruineg. NGPratni feixecdl ude ¢
dmacyt snprt o dwcaendd loerd nhevti t & @ ®lghien eNeOrPi gy mbol 1 ndi cz:
t a food meets diverse criteria, including pr

YROXQWDU\ ODBHCL QI xPULRIUOPVt o continue after i mj
ndardd.f flelre ffer oStYROKXKQWDU\ GLVFORY¥XWH RSWLRBQunt ary
closutkavnofddoiode fyem bhoobtomgaecehang the char
engineeriesd dfi socduss,s éadngenc tViddins ndarrepy rfhies c 1l os ur e
tary | apbreolviindge porpopgorratmsni ties to identify fo
f r o m Tbhico eSnt gainndeaerrdi ndga.d s em ¢ ta medl dtiheres sf iGrEa 1 1 v
adthdtt FODAUSDA Food Saf,éd¢e yenddngnepetche ofiod
ain authority* over absence claims.
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Sel ect Considerations for Con

l ¢ menn toaft it he Standard over the next two years
ul ated enMany epat ceamtdi aAIMSi. s sues arising from t
y implementdTZheohetbtowtiarntss ummactroandess potent i a
ated to applicability, disclosure options, ad
choose to mondg tiompltcdme mteawvt iSdm nidmralccor dance
ponsibilities.

May 15, 2015.

2This program considers GE presence o-fthatisproductswith®E 0. 9% t o b
content below this threshold are compliant with the program.

103 These methods are codified in regulation at 7 C.§285.105 and 7 C.F.R205.2. In 1990, Congress authorized

USDA to establish NOP to enforce uniform national standards for organically produced agricultural products. For more

information, se€CRS In Focus IF10278).S. Farm Policy: Certified Organic Agricultural Production

10483 Federal Registe6 58 14, p. 6544. See also FDA, “Guidance for Indus
Foods Have or Have not Been Derived from Genetically Engineered RR&gulations.gowrDA-2006D-0075

0017 updated March 3, 2019.
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A key question for ’sCoinngprleesnse nitsa twihoent hoefr tAMMS 2 0 1 6
congressional intent regarding the scopa of appl
t he fiAMS arsusleer,t ed that it balanced flexibility
cons ume rnsg rtechgeca rbdiioengihedar € d odtsa tqiiste sdtfa mml AMSs wh
decisions in the rulemaking process, as’s describe
implementation aligns with congressional intent.

$SSOLFDELOLWY thatcikzaede t h ELRIRQILQHHLhbESG 20001 6 Act ma
call on Congress to amend the definition to 1incl
organisms and/or include products that do not me

fromegediting and other new technologies. Other
for a definition that restricts the number and t
AMS has committed to maintaini nbgl iacn dr enwpideawsi ,n ga nt ch
an interim basis as mneeded. Such reviews can pro
bioengineered food products that have entered co
stakeholders with diffgenong tvoeawdomhyeenhkomragmo
a more restrictive 1listing of bioengineered food
'LVFORAMXdMtHher i1issue in the context of disclosure
required labels that consumeres méiyRHQMQHHOBGs ume
have questions about what this means on foods be
implementation of the various types of disclosur
revised based on theicronssuucnteersss wirt hf aeialsuirley taoc cperso

information.

$GPLQLVWUDWLAM SRV eR@Y sailderation is the extent
federal resources will be required to i1implement
com i ance periods. I n (RISA)AMS u & s tt addnjat thicantp aictt mnaanya 1
ne $&8@ mialnlnivoanl 1y to i mplement the Standard, witho
during the voluntary anAMbtapdahpaots gidtc pwwpul lida nucsee pse
funds to update the List; complliachtapndatidi agdi hee
provirddd ning, education, ou*reach and programmat ]

AMS may need to assign staff and dadwdeplroopyv inseiw npsr o
related to audits, examinations, hearings, and p
consider allocating new resources to support <con

In addition,a sGoensgsr etshse ntaoyst and administrative oV

expend to identify and maintain records on foods
food packaging. Estimates for administirnative c¢os
itR§,A range from a lower bound of $459 million to
t he f i®®AsMS yaenatri.ci pates that these costs will gre
potentially regulatedi rgartdawiiitehsht inoenmlga mee elrieade ngi n e
ingredients.

Regarding drfomdemdmtr,getly relies on a public not
compliance of regulated entities and correct Vvio
not view tmhias macklewpieshwWli ng on the extent and fr

105 AMS, Regulatory Impact Analysi€ctober 30, 2019, p. 38.
106 AMS, Regulatory Impact Analysi©ctober 30, 2019, p. 30 (Table 14).
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violations. Interested parties may petition Cong
mechanisms or identify mnew ones to enhance c¢compl

ODUNHW GIHRRDBIERHHHUHG YHURKMQ IR HUHG StURG XIEWA/, A MS

indicates that 1t cannot accurately predict how
foo'Cobasamers may avoid fooleyl mhbyl pdederbibe
bels may make no difference to consumer purc
mamufwadt¢lunmnewoid labeling 20% of their produc
i neebicale wgitthe momaeaad 1 ngredi ernetasc,t idoMS t o pot e
gu2pdoB £®rmating cios ttshfeodRIlohvd mefictosmsi der at
g studies and surveys of consumer behavio
d Depending onl chmewn tcotnisaumeafs trlees pSOtnadn d a m
turer and retail erbideeemmgidn efeorre d ifoeemdsi .ne@a
to stakeholder concerns about any mar ket

,QWHUDFWLRQV ZLWG&HL&QWsHPJQDIWeLR QiDsOs WD may arise as i
For example, AMS states that it dod®Homwoetveerxpect
it also notes that the USDA Foreign Agriculture
cournthaxport food and agricultural products to t
understanding of the Standard. If trade 1issues a
harmonization of labeling requirememptls cwibtiH iftogrg e
disclosure,veorr eaqdumirneinsetnrtastoin nby het ROl 6mAz s .

5o~ —0 ® e
&8 ©»wo0o o0~

"‘EUJCDVJU""VJO"‘
o ® X o =SaS B
- o o3

spo

107 AMS, Regulatory Impact Analysi©ctober 30, 201%p. 3-32.

WyS DA, AMS, “BE Fr e q u<Gmrtnleyhttpdhnitinw. ams.Qsdaegaulesregnlationdsefaq/
generalaccessed on February 2, 2026¢e also 7 U.S.81639¢a),a pr ovi s i on i nThisdulkchaptert t hat st
shall be applied in a manner consistent with United States obligations under international agfeements.
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Appendix. G1 o s s aSreyl Bocft e natnidf iRel at e d
Ter ms

Many terms are used whenpHesntsibndgahumahsadtvera
ot her wi @l enfatneitthiiosn sglions s ar y’sd omBIh EXOWKX UDOD A
%WLRWHFKQRORWIY *GQRWVDuk\e d for tfe purposes of this

S$IJULFXOMWMRWBPBPKRRORDIEe of tools, including traditio
l i voirnggani sms, or parts of organisms, to make or
or develop microorganisms for specific agricultu
the tools of genetic engineering.

&ERQYHQWLRQD@ EUHHISIARISIINLFXOWXUDO %LRWHFEKQRORJ\ *ORV
defines thWWDHDGLWMLRODDekE bHfH GLlaQJi on of plants and a
selective breeding. Practices used in traditiona
biotechnologycasmhthresatndsmutational breeding.

*HQH HGALWILeQcJhni que t hat allows researchers to alt¢t
or modify a gene or gene sequences to silence, e
specific gene®ic characteristic

*( ODEH@ipQJI kage disclosure of fgemdgie'@idyt enginee
*HQHWLFDOO\ HOQPEQ@HHUWHGg ethlerco wgmg'f neering

*HOQHWLF HONMREQHBpWHUQI i on's ofenasobganntmoducing, eli
rearranging specific genes wusing the methods of
techniques referred to as recombinant DNA techni

*HQHWLF PRALIEFDWbRQ@ction of heritable 1 mprovemen:
us es ,t hweira geecinetic engineering or other more trad:
the United States use this term to refer specifi

*HQHWLFDOO\ PRGIFEDIHA MRUIDQLYRP s m produced through ge

SHIPEELQDQWA 'Inf$o 1l ecule of DNA formed by joining dif
recombinant DNA technology.

S5HFRPELQDQW "1$ PMHDFRKQROReIS used to joinftegether D
systemn(ea. g.est tube outside living cells or org:
recombinant DNA molecué¢bl candbeoppe¢ropbabadérapbi
independent entity (autonomousnmoys)omer. as an 1integ

6HOHFWLYMEUHHGL@EX 1 i berate crosses or matings of
particular desired characteristics derived from

TUDQVIHQLFARUIDDEYHR i sm resulting feomal hdéromsanbdbi
organism using recombinant DNA techniques.

109 Available athttps://www.usda.gowpicshiotechnologybiotechnologyglossary

110 NASEM, Gene Drives on the Horizon: Advancing Science, Navigating Uncertainty, and Aligning Research with
Public Values2016, p. 182.

H1ICRS.
112CRS.
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ODULMW\ubdi vision of a species for “cwmlxt®BMwani.c c1 a
variety is a g of 1individugaeln eptfiwmomatlslt it chra t 1 s
groups of indi ls in the same species.
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